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AGENCY: Food and Drug Administration, HHS.

ACTION: Direct final rule.

SUMMARY: The Food and Drug Administration (FDA) is amending its regulation
on declaring botanical ingredients in dietary supplements to incorporate by
reference the latest editions of two books. Currently, the regulatibn
incorporates by reference Herbs of Commerce (1992) and the intgmaﬁonal |
Code of Botanical Nomenclature (Tokyo Code) 1994. FDA is replacing the
references to these editions with the 2000 editions of the same books. This
action is intended to provide industry with current and more\compr’e‘hensivre/
references to use in identifying on product labels the common or usual n/am;e
of each botanical ingredient contained in dietary su‘pplkem'e‘nts .In a’ddvition,
FDA is incorporating new statutory restrlctlons on the use of the word
“ginseng” in dietary supplement Iabehng Fmally, FDA is makmg minor
wording changes in its regulation on declaring botamcal ingredients in dietary
supplements. These changes are intended to improve the reader’s
understanding, consistent with the principles of plain English, or to be more -
technically accurate, consistent with internationally accepted botanical

terminology. FDA is issuing a direct final rule for this action Beéausé FDA
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2
expects there will be no significant adverse comm{enqts/bn the rule. Elsewhere
in this issue of the Federal Regisfer, FDA/is publishing a companion proposed
rule through the usual notice-and-comment ﬁl‘l"é‘ihaking(Apfécé’sls. If FDA
receives significant adverse comment on either rule, FDA intends to withdraw
the direct final rule and proceed with the rulemaking. The companion

proposed rule and direct final rule are substantively identical.

DATES: This rule is effective January 1, 2006. Submit Wﬁtten or electronic
comments on this direct final rulé by [insert date 75 days after date of
pub]jcation in the Federal Register]. If FDA receives no significant adverse |
comments within the specified comment period, the agency intends to publish
a document in the Federal Register confirming the effective date of this direct
final rule. If the agency receives any timely significant adverse comments, \F\‘DA
intends to publish a document in the Federal Register withdrawiﬁg this direct
final rule before its effective date. The Director of the Office of ihé:Féd'efaI” o
Register approves the incorporation by reference, in accordance with 5 U.S.C.
552(a) and 1 CFR part 51, of certain publications in 21 CFR 101.4(h) as of
January 1, 2006.

ADDRESSES: Submit written comments on this direct final rule to the Division
of Dockets Management (HFA;BOS), Food and Dfug Adminisfrgtiqn, 5630
Fishers Lane, rm. 1061, Rockville; MD 20852. Submit electroﬁic cominents {o

http://www.fda.gov/dockets/ecomments.

FOR FURTHER INFORMATION coNTAch: Victoria Lutwak, Office of Nutritional
Products, Labeling, and Dietary Supplements, Center for Fo'bd Safety and
Applied Nutrition (HFS-81 O), Fo’cw)(yiy and Drug “Afd‘ministrationl:S‘1):0‘0“P/aint
Branch Pkwy., College Park, MD 20740, 301-436-2375.

SUPPLEMENTARY INFORMATION:
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I. Background

A. Rulemaking Process

FDA has determined that the subject of this rulemaking is suitable for av
direct final rule because it does not invqlve«c‘ogt’rqvgmial VregulétoryA Chan‘ges '
and FDA does not anticipate receiving any signiﬁcaﬁt adversencommérits‘. This
direct final rule has a companion proposed rule addréssi_ng the same topic
published in the proposed rules section of this issue of the Federal Register.
The direct final rule and its compénion proposed rule are substantively

identical. The proposed rule provides the procedural framework to finalize the

rule in the event that the direct final rule is withdrawn because FDA receives =~

significant adverse comment.

A significant adverse comment is one that explains why the rule Would
be inappropriate, including challenges to the rule’s underlying premise or
approach, or why it would be ineffective or unacceptable y\(ithogt a change.
In determining whether a significant adverse comment is sufficient to
terminate a direct final ru,l}e‘r\naki,nvg, FDA will consider whether the comment
raises an issue serious enough to warrant a substantive response in a notice- |
and-comment process. Comments that are frivolous, insubstantial, or outsidé
the scope of the rule will not be considered adverse under this procedure. A
comment recommending additional changes in the rule will not be considered
a significant adverse comment, unless the comment states why the rule WOIﬂd
be ineffective without the recomﬁ;ended revision. In addltlon, if a significant
adverse comment applies to an amendment, paragraph, or section of this ;:ule N
and that provision can be severed from the remainder of the rule, FDA may
adopt as final those provisions of Ythef /rule/that are not the subject of a

significant adverse comment.
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The comment periods for the direct final rule and its companion proposed
rule run concurrently. We have identified and di?stgiss@d the regulatory ;éHé{hgés
in the preambles to both rules. Any comments received under the Adirect final
rule will be treated as comments regarding the proposed rule and vice versa.
FDA is publishing this direct final rule because the rule does not contain
controversial changes and FDA does not anticipate receiving significant
adverse comments about it. If no significant adverse comments are received

in response to either rule, FDA will take no further action on the proposed =

document in the Federal Register to confirm the f]a:nuary 1, 2006, effective date
of the direct final rule. This is the applicable unifofm effective date for |
compliance with food labeling requirements pubhshed in the Federal Reglster
(see the Federal Register of December 31, 2002 (67 FR 7 9851) d951gnat1ng
January 1, 2006, as the effective date for food Iabgzlgng regulations issu)eﬂdﬁb
between January 1, 2003, and December 31, 2004). waéver, if FDAw‘feCéives
significant adverse comment on either i‘ule,* FDA will withdraw the direct final
rule and will proceed to respond to all comments received on both rules under
the companion proposed rule using the usual notice-and-comment procedures.
A full description of FDA’s policy on direct finalirulé\ procédﬁfes appears in

a guidance document published in the Federal Register on November 21, 1997

(62 FR 624686).

B. Current Regulatory and Legislative Requirements Related to Direct Final
Rule Amendments |

FDA issued a final rule entitled “Food Labelinig: Statement of I&e\vnti&iy, o
Nutrition Labeling and Ingredient Labeling o/f‘DieTt/a}*y Supplements” in the
Federal Register on September 23, 1997 (62 FR 4}38;26). This rule incorpbréted
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by reference under § 101.4(h) (21 CFR 101.4(h)) the two books entitled Herbs
of Commerce (1992) (Ref. 1) and International C’ode of Botamcal Nomenc]ature
(Tokyo Code] 1994 (Ref. 2) for industry’s use in 1dent1fy1ng on product labels
the common or usual name of each botanical lngtedlent contained in dietary
supplements. Both books were incorporated by reference in accordance with
5 U.S.C. 552(a) and 1 CFR part 51.

Section 101.4(h) currently requires that a dietary supplement that contains

one Oor more

o
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or usual name for each of these 1ngred1ents on the label. Thls common or usu}al
name must be consistent with the * standardlzed .common name’ " listed i in |
Herbs of Commerce (1992) for the corresponding plant from which the
ingredient is derived. Therefore, the “standardized common name” of each 4

botanical used as an ingredient of a dietary supplement is its common or usual

name for labeling purposes.

Current §101.4(h)(2) also requires that if no standardlzed common name ,
for a particular botanical ingredient is listed in Herbs of C'ommerce (1 992) the
label must state the Latin binomialname of the plant from which that
label in accordance with mternatlonally accepted rules on nomenclature such
as those found in the International Code of Botamcal Nomenclature ( Tokyo
Code) 1994. Further, the name in Latin binomial form must 1nclude the |
designation of the author or authors who pubhshed the Latin name [hereafter
referred to as author citation] when a positive identification of the dietary
ingredient cannot be made without identifying the author(s).h

Since 1997, both of the books incorporated lly l‘eference for nee by induétry

in the labeling of dietary supplements that contain botanical ingredients have
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been updated and now the 2000 editions supersede the earlier ones. Herbs of
Commerce, 2nd Edition (2000) (Ref. 3) added standardized common narrles for
approximately 1,500 more botanicals than were i/nczludjed in the earher editien,
and changed the standardized common names for approximately 140
botanicals listed in the earlier edition. The ,[nternjat;ign_gl, Codeof Botam'eal
Nomenclature (Saint Louis Code) 2000 (Ref. 4) reflects the Intﬁernationalu
Botanical Congress’s latest decisions on the rules \fdr the sgienﬁfje namirlg of
plants. Botarlical nomenclature is an evolving sciedce that is influenced by
new discoveries and the correction of past misiden:tifications’o,f plants.’

Further, in 2002, Congress passed and the President srgned into law the
Farm Security and Rural Investment Act of 2002 _(‘P‘ub'lic Law \10»7—171)\
[hereafter referred to as the Farm Bill]. Section 10806 of the Farm Bill amerrded
the misbranding prorfisions in section 403 of the Federal Fopd, Drug, and |
Cosmetic Act (the act ) (21 U.S.C. 343) by adding‘a new paragraph (u), which
states that a dietary supplement is misbranded “[i]f it purports to be or is
represented as ginseng, unless it is an herb or herbal irigredierlt’der\iVed from
a plant classified within the genus Panax.” Slecti‘dn‘f 10806(b)(1)(A) of t}ie\Ferm
Bill states that “‘the term ‘ginseng’ may only be cerrsidered tobea common
or usual name (or part thereof) for any herb or herbal ingredient derived from
a plant classified within the genus Panax.” Sectmn 10806(b)(1)(B) further A
provides that “‘only labeling or advertising for herbs or herbal ingredients
classified within that genus may include the term ‘ginseng.””

The Farm Bill requirements about use of the term “g’iﬁseng”' are in effect
today because the law is self-executing. Congress d1d not drrect FDA to issue
regulations in order to 1mplement these new requrrements therefore 1ndustry\ ’

must comply with them currently.
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C. Updated Books To Be Incorporated by Reference

Herbs of Commerce, 2nd Edition (2000) establishes a “()stanﬁdardized;\ B
common name,” expressed prima‘r‘ﬂ?y in English, for 'eakch plant~ used in
commerce, including fungi and algae: Hox;ife\%'eyr;i:n ia few irnstuanc‘es, the i
standardized common name is expressed in another‘léngUagé or is the same
as the plant’s Latin binomial name (i.e., genus and ‘species) when that name
has become common. For example, the Spanish word “‘mate” is the
standardized common name for the plant “Ilex paraguarieﬁsjs A. St.-Hil.,” and
the Latin binomial name “Phyllanthus amarus” is the\s\,t/andkardized common
name for the plant “Phyllanthus amarus Schumach.” The standardized
common name generally applies to the whole plént but in some in‘é’(ances it
applies to a plant part. For example, the standardlzed common names ‘“‘mace”
and “nutmeg” pertain specifically to the plant parts * arll” and ‘seed,” :
respectively, of the same plant *“Myristica fmgraﬁs Hogtt.

All standardized common names listed in Herbs of Commerce, 2nd Edition
(2000) are printed in boldface letters. In this booli; ﬁndér\""SeC,tion One: Iy,atin\
Binomials,” each plant name is listed first alphabetically by its Latin binomial
name. The plant’s corresponding standardized common name is stated after
the acronym ‘“SCN” on the first indented lihe of te>j<t underneath its Latin
binomial name. Under ““Section Two: Standardized Common Names,” each
plant name is listed first alphabetically by its standardized common name. The
plant’s corresponding Latin binomial name is stated on the first indented line
of text underneath its standardized common name. |

In addition to the standarchzed common name, Herbs of Commerce, 2nd

Edition (2000) 1dent1ﬁes the currently recogmzed Latm b1nom1al name and
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four other categories of common names for each of the plants listed, as

applicable. These other categories are:
¢ “botanical synonym,”
e “Ayurvedic name,”
¢ “pinyin name,” and
 “other common name.”

The botanical synonym, if any, represents one'or more examples of ’other
Latin binomial names that have been broadly used for the plant in the past
The Ayurvedic name, if any, generally represents the plant s Sanskrlt name;
however, the Hindi name may be cited if the plant is prlmarlly known by it
instead. The pinyin name, if any, may be one or %nere of tne plant’s Chinese
common names. Other common names, if any, repfesenf any additional names
frequently used for the plant. | |

The “standardized common name” is different and distinct from ali of the }
other categories of common names for a plant. There is only one standard1zed A
common name that is selected for each plant hsted in Herbs of Commerce,
2nd Edition (2000); however, there may be several names Clted W1th1n one or
more of the other categories of common names that are assoc1ated with the |
same plant.

The International Code of Botanical Nomené]dture (Saint Louis Code) 2000
(the Code) establishes the current internationally aceepted rnles that gox}ern
the scientific naming of plants, including fungi and algae. The scientific name,
which identifies the plant’s genus and species, is e?;ppessea in Letin and |
applies to the whole plant without exception. The Latin binomial name of a

plant is followed by the name(é) of the person(s) Who descﬁbed and puniished
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the plant name in accordance with the Code’s gu:idélines. The Code refers to
such notation about authors as an ‘“‘author cit,atiq;n.;’f\
I1. Direct Final Rule |

FDA is revising § 101.4(h) to subs’utute Herbs of Commerce 2nd Ed1t1on
(2000) for its 1992 edition, and the International Code ofBotamcaI |
Nomenc]at.ure (Saint Louis Code) 2000 for its 1994 edition, as books
incorporatec} by reference. Requirements on how these references are to be
used for dietary supplement labeiing purposes rémaih the samé and are:not
affected by this direct flnal rule, w1th one minor exceptlon

Currently, § 101.4(h)(2) uses the phrase ° such as’ ’ when referrmg to the
International Code of Botanical Nomenc]ature as azreference that industry may
use to ensure that any Latin binomial name of a botanical ingredient listed
on the label of a dietary supplement conforms to the internationally accepted
rules of botanical nomenclature. As presently Worded, the regulation could be
interpreted to allow other references to be consuited for thi;e, purpose. We are
revising the language in the Code of Federal Regulations (CFR) to make the
International Code of Botamcal Nomenclature the only reference that may be
used on the rules for determining and formattmg the Latin binomial name of
a botanical ingredient for dietary supplement ]ab:ehng purposes. This book is
internationally recognized by botany experts froﬁl nations around the world
as the foremost authoritative réfeljehce on bot’ani(i:alt nomeﬁc;latiifé. We ai;e ﬁot
aware of any comparable reference that comprehéﬁsively addresses the fules
on the scientific naming of plants and has as broéd internatidnal support. The
International Code of Botanical Nomenclature is regulated by the |
Nomenclature Section of an International Botanlcal Congress. Thls group meets

under the auspices of the International Union of Biplogical Sciences, of which
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the U.S. National Research Council/National Acédémy of Sciences is a
member. The XVI International Botanical Congrésé brought togéthér more than
4,000 scientists from more than 100 countries at ltsmost recent meeting held
in Saint Louis, MO in 1999 when the International Code of Botanical
Nomenclature (Saint Louis Code) 2000 was Voted on and hafdopi\:‘ed. Therefore,
to be in harmony with this international cooperation and to be consistent with
FDA's science-based philosophy, this direct final rule is incorporating by
reference th;z International Code of Botanical Noménclatl;re (Saint Louis Code)
2000 as the one that industry llow on the rules to determine and format
the Latin binomial names of any botanical ingredients stated on dietary

supplement labels.

Some dietary supplements may contain a botanical ingredient that is not
listed in the 2000 edition of Herbs of Commerce and therefore does not have
a standardized common name. Like the former regulation, in\such cases ;the
direct final rule is requiring that the common or usual name for that botanical

ingredient listed on the label be accompanied, in péi*éntiheéés, by the La;tin

binomial name of the plant from which it is derived. When needed to

PN AL X

positively identify the botanical ingredient, the direct final rule is cbntinuing
to require that the Latin binomial name also must include the auﬁﬁq;: »ciﬂtya’ti\on, |
stated in accordance with the internationally accepted rules on botanical
nomenclature found in the International Code of Botanical Nomenclature
(Saint Louis Code) 2000.

FDA is aware that there may be instances when a botanical ing’redie‘ﬁt '
belongs to a subspecies or variety of a species that is not listed in the 2000
edition of Herbs of Commerce. In those cases, the Latin binomial name and

author citation alone will not identify the subspecies or variety of that Sﬁecies.
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11 |
Although not a requirement, FDA encourages industry t‘e:vel'uhtvafﬂ“y "sitete: the
| fo]]owiné on dietary supplement labels directly eft:er the Latin binomial name
when needed to positively identify a botanical mgredlent below the Spemes
level: The name of any applicable subspecies, varlety, or other subd1v151on and
its corresponding author citation, stated in accordance Wlth the 1nternag}enelly
accepted rules on botanical nomenclature found in the Internatjenal Cede of

Botanical Nomenclature (Saint Louis Code) 2000.

FDA is further revising § 101.4(h) to incorpoi‘ate statutory restrictions on
the use of the term “‘ginseng” that were imposed by section 10806 of the Farm
Bill. Specifically, the direct final rule includes the following s statement in
§101.4(h): “The use of the term ‘ginseng’ as a common or usual name (or part
thereof) for any dietary supplement or dietary ingredient is limited to those |
that are derived from a plant classified within the gienuS ‘Pdn”uji.”’

Finally, FDA is making minor wording changes in § 101.4(h) to improve
the reader’s understanding, consistent with the pjrihciples of plain English, er
to improve technical accuracy, consistent with internationally accepted
botanical terminology. Examples of changes we are makmg to 1mpr0ve the
reader’s understanding are using simpler language throughout substltutmg the
word “must” for “shall,” and dividing very long sentences into shorter ones.
To be more technically accurate, the direct final rule replaces the current
wording under § 101.4(h)(2) that refers to the “designation ef the author or
author(s) who published the Latiu name’’ with the term ";authe}re‘itet:ioh””te
refer to the “name(s) of the person(s) who descrihed and published the Latin
binomial name in accordance with the internatiohelly accepted i’iflee on
botanical nomenclature found in the Internatmna] C'ode of Botamcal

Nomenclature (Saint Louis Code) 2000.” For techmcal clanty, the dlrect flnal
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rule also adds the notation “(i.e., genus and species)” after the/firsf reference
to the term ““Latin binomial name” under § 101.4(h).

II1. Use of the Incorporated References and Implementation of Pertinent Farm
Bill Provisions

Over the years, FDA has received several iﬂnduiries from “fepresentatives
of the dietary supplement industry about the use of Herbs of Commerce and
the International Code of Botanical Nomenclature. These books are references

for industry to use in determining the common or usual name of each botanical

ingredient or to consult on the rules for determining and formattingany =~

required Latin binomial names corresponding to the botanical ingredients
declared on dietary supplement labels. The act of “incorporation by reference,”
however, does not imply that all of the botanicals that ha\vfeﬁstandardizeid\
common names listed in Herbs of Commerce or that follow the scientific
naming rules found in the International Code of Botanical Notnenclature are
safe for consumption as dietary supplements or etﬁer foods by man or o{her
animals. Citation of these books in the CFR is spemflc and limited to the sole
purpose of identifying authoritative references for 1ndustry to use to determme
the correct plant nomenclature. Neither reference addresses the safety or uses
of plants. |

This direct final rule focuses only on the naﬁiihg 'BffBEteﬁfee"l‘niﬁgre&:iente -
of dietary supplements for labeling purposes. It 1s the responsibility of
manufacturers and distributors to ensure that the perticular botanicals they use
as ingredients of dietary supplements are safe for human Ceﬁn‘sumpti“on‘,’ donot
contain contaminants, are properly identified on the label, are legally |
marketed, and conform to all governing regula’tions’

In addition, Herbs of Commerce, 2nd Edition (2000) does not represent

an authoritative compilation of botamcal dietary 1ngred1ents that were
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marketed in the United States befo:re October 15, 1;994 (i.e., botanicals that are
not new dietary ingredients under section 413(c) of the act (21USC 3'30b(c))) '
The book’s disclaimer explains that the publisher did not verify whether or
not the companies that submitted botanical iﬁfﬁfrrfatidﬁ for inclusion in this
reference had valid documentation that supported such “;rilakﬂiéfivﬁ(gf The book’s
disclaimer further states: “The listing of a particular specieé of plant in this
work is not, therefore, in and of itself, evidence t;het' such ebecies was rﬁefke’ted
in the United States prior to October 15, 1994” (Ref. 3, page xx). This direct
final rule does not confer FDA endorsement of Herbs of Commerce, 2nd Edition
(2000) for any other purpose than to serve as a reference on the common or

usual names of botanical ingredients contained i 1n dletery s’upplements.\

In most cases, Herbs of Commerce, 2nd Edition (2000) assigns a uni‘ql'le
standardized common name to each plant. Howe"ver, the book indicates that
the same standardized common name is given to\more than one plant when
the plants are used interchangeably in commerce. There are over 100 ihetaﬁbes -
in Herbs of Commerce, 2nd Edition (2000) where t};lev’sei(ri{lke standardlzed .
common name applies to two or mere different spe:cies, subspecies, or varieties
of the same genus of plant. | |

In other cases in Herbs of Commerce, 2nd Edition (2000), a’;@amé li‘s:tei:i N
under one of the categories of common names (e.g., Pi‘ri}}inhamyes)éfork oﬂe |
botanical may be shared by another botanical from a dlfferent genus of plants .
For example, the botanical Ammi majus L. has the standardlzed common name

bishop’s weed, whereas bishop’s weed is also listed as the other common name

for the botanical Aegopodium podagraria L. Stﬁatiiyé;é thestandardlzed common

name ash weed.
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14 | |

Confusion and mistakes in the identity of botatiicals can be caused when
the ingredients have the same or similar common names. Therefore, it is
important that manufacturers know a botanical’s tfue identity, including its
Latin binomial name with author citation and its b:i\ologicalﬁand chemical
properties, before substituting one botanical for another as an ingredient of a
dietary supplement It is the responsibility of manufacturers and distributors
to ensure that any botanical used as an 1ngred1ent of a dietary supplement or
other food marketed in the United States is safe for consumptlon and comphes
with all applicable requirements of the act. | \ o

The “standardized common names” of botanicals listed in both the 1992
and 2000 editions of Herbs of Commerce are consistent with the Farm Bill’s |
definition of the term ‘‘ginseng.” However, both editions note that the term
“ginseng” has been used as part of “other common names” associated with
botanicals from genera other than Panax, 1nclud1ng blue gmseng, lesser
ginseng, prince ginseng, and Siberian ginseng. We remlnd industry that names/
that include the term “ginseng’’ may be used as the common or usual name
for a botanical ingredient only if the botanical is denvedfrom the plénf genus |
“Panax.”
IV. Environmental Impact

FDA has determined under 21 CFR 25.30(k) ihet this ectien is of a tfype
that does not individually or cumulatively have a significant effect on the
human environment. Therefore, neither an envireni/r’nent asSeSSI‘hentjno‘r‘ an'
environmental impact statement is required. - | -
V. Regulatory Impact Analysis \

FDA has examined the economic implications of this direc’t'yﬁnal‘ ruie as |
required by Executive Order 12866. Executive Order 12866 directs agencies

to assess all costs and benefits of available regulatory alternatives and, when

— e - e, o e



15 |
regulation is necessary, to select regulatory app/roaiohe)s that maximize net
benefits (including potential economic, environmental, public health and
safety, and other advantages; distributive impacts; and equity). The Executive
order classifies a regulatory action as significant 1f it meets any one ofa number’
of spemﬁed condmons 1nc1ud1ng havmg an annual effect on the economy of
$100 million, adversely affecting a sector of the economy in a material way,
adversely affecting competition, or adversely éfféo’éing’jobs. The Executive
order also classifies a regulatory action as significant if it raises novel legal
or policy issues. We have determined that this direct final rule is

significant regulatory action as defined by the Executive order.

A. Regulatory Options

We have identified the following major regulatory alternatlves or optlons
(1) Take no action, (2) take the direct final rule action, and (3) take an |
alternative action. These options are explained in the next section of this

document.

1. Option One: Take No Action

The incorporation by reference citations under § 101.4(h) would remain
unchanged. Under this option, the following requirements éirrd‘ﬁrorfis'o's‘apply:' ‘

* The label of a dietary supplement containing a botanical ingredient must
use the “standardized common name” for that botanical ingredient listed in
the 1992 edition of Herbs of Commerce. |

* For a botanical ingredient not listed in the %1992 edition of Herbs of -
Commerce, the label could use any appropriatély désoriptive name as the
common or usual name, with the following exceptlon In acoordance wrth
section 10806 of the Farm Bill, the use of the term gmseng as a common

or usual name (or part thereof) for any dietary supplement or dietary ingredient
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16 |
is limited to those that are derived from a plant classified within the genus
“Panax.”

* Any common or usual name othef than the ‘%Standardized common
name’’ for a botanical ingredient may be used only if the botanical ingredient
is not listed in Herbs of Commerce (1992), and must be accompanied by the
Latin binomial name of the plant from which it is derived. |

e The Latm binomial name must be stated in accordance with the
1nternat10nally accepted rules on botanical nomenclature such as those found
in the International Code of Botanical Nomenc]ature (Tokyo C'ode] 1994.

e The Latin binomial name of a botanical ingredient also must inclnde
the designation of the author or authors who pﬁbliished the Latin name,:when ‘

a positive identification of the botanical cannot be made in its absence.

2. Option Two: Take the Direct Final Rule Action

The direct final rule option would update the incorporation by reference
citations under § 101.4(h). Under this option, the following requirements and
provisos apply:

e The label of a dietary sup}:)lexinent‘con’tainilalgE a botanical ingredient must
use the “standardized common name” for that betanical;i"néred;i:ent listed in

the 2000 edition of Herbs of Commerce.

« For a botanical ingredient not listed in the 2000 edition of Herbs of =~~~

Commerce, the label could use any appropriately deScriptive name as the
common or usual name, with the following exceptlon As in Option One in
accordance with section 10806 of the Farm Bill, the use of the term glnseng
as a common or usual name (or part thereof) for any dietary supplement or
dietary ingredient is limited to those that are (;leri;ved” from a plant classified

within the genus “Panax.”
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e Any common or usual name other than the “‘standardiz\ed common ,
name’”’ for a botanical ingredient may be used only if the botanical ingredient
is not listed in Herbs of Commerce (2000), and must be accompanied by the

Latin binomial name of the plant from which it is derived.

e The Latin binomial name must be stated in aooordance with the
internationally accepted rules on botanical nomenclature found in the

\

Internatmna] Code of Botanical Nomenclature ( Saint Lows Code] 2000

 When needed to positively identify the botamcal ingredient, the ”Latin
binomial name also must include the author cht\ajﬁio'n (i.e., name(s) of ﬂle
person(s) who described and published the Latin oinomial name in accordance
with the internationally accepted rules on botanical nomenclature found in

the International Code of Botanical Nomenclature (Saint Louis Code), 2000).

3. Option Three: Take an Alternative Aotion o

This option is similar to the direct final rule ,option. We would stilliupdate
the incorporation by reference citations under § 1014(h), but firms y\{onld“have |
slightly more flexibility when labeling supplements oontaining a botanical Q '
ingredient. Under this option, the following requirements and provisos apply:

¢ As in Option Two, if the ¢ standardlzed oommon name for a botanlcal
ingredient has changed from the 1992 to the 2000 edltron,\of Herbs of |
Commerce, firms must use the revised “standard;ikzﬁedn oommoninarne” listed |
in the 2000 edition of Herbs of Commerce. |

e If a botanical ingredient hsted in the 2000 edition of Herbs of Commerce
was not previously listed in the 1992 edition of that reference firms could
elect to use any of the names (i.e., botamcal synonym Ayurvedlc name, prnym
name, or other comimon name) hsted for that botanlcal 1n the 2000 edltlon )

as the common or usual name, with the followmg exceptlon. As in Optlons o
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One and Two, in accordance with section 10806; of the Farm Bill, the use of |
the term ““‘ginseng” as a common or usual name (or part thereof) for a dietary
supplement or dietary 1ngredtent is limited to those that are derived from a

plant classified within the genus “Panax.”

e Similar to Options One and Two, if the botanical ingredient is not listed
in either the 1992 or 2000 edition of Herbs of Commerce, firms could use any
appropriately descriptive name as the common o;r‘ustlal name for that
ingredient with the following exception. In aceotdence with section 10806 of |
the Farm Bill, the use of the term “ginseng” as a ’Cdmn’lc‘)n or usual name (or
part thereof) for a dietary supplement or dietary mgredlent is limited to those

that are derived from a plant classified W1th1n the genus “PanaX

¢ As in Option Two, any common or usual name other than the
“standardized common name” for a botanical ingredient may be used only if
be accompanied by the Latin binomial name of the plant from Whlch itis
derived.

e As in Option Two, the Latin binomial name Iinust be stated in accordance
with the internationally accepted rules on botanical nomenclature found in

the International Code of Botanical Nomenc]ature ( Samt Louzs Code} 2000

® As in Option Two, when needed to posmvely identify the botamcal
ingredient, the Latin binomial name also must 1nclude the author mtatlon (1 e.,
name(s) of the person(s) who described and publdished' the Latin binomial name
in accordance with the internationally accepted rules on botanical
nomenclature found in the International Code of Botamca] Nbﬁienc]dtﬁ(e "

(Saint Louis Code) 2000).
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B. Impacts of Regulatory Options

source for standardized common names and the 1994 edition of the
International Code of Botanical Nomenclature as the reference on how to state
the Latin binomial names of botanical ingredients of dietary Supplemenits." By
convention, we treat the option of taking no action as the baseline for defining
the costs and benefits of the other options. Therefore, we discuss the impacts
of this option indirectly via the costs and benefits éf the other options.

For this direct final rule, we include as part of the baseline /COStS fof Option
One (take no action) the cost of section 10806 of the Farm Bill, which restncts A
the use of the term “‘ginseng” in the labeling of dietary supplements as
discussed under section II, Direct Final Rule, of this document. This is because
the requirements of the Farm Bill are already in effect and are not dependent

upon this rule for implementation.

2. Option Two: Take the Direct Final Rule Action

a. Costs of option two. The direct final rule vgrojlldfgenerateftfv\;d ‘baé”iffc A\’types
of costs: (1) Costs associated with changing cef{aihidieﬂt‘ajfy supplement labels
and (2) potential one-time increases in product search costs for some
consumers. / |

We estimate the first type of cost by using a model developed for that
purpose by Research Triangle Institute (RTI) under contract to us (Ref. 5). This
model estimates the total cost to change product labels by estimating and then
adding together the following types of costs: (1) Internal administrative, (2)
graphic design, (3) pre-press, (4) plate or cylinder éﬁgra\ﬁng or etching, and

(5) inventory disposal. The first four costs depend, in part, on the number of
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20 \
stockkeeping units (SKUs) involved. Accordmg to this model dletary

supplements are associated wrth 29 514 SKUs (Ref 5)

The direct final rule would not affe\ot all of these SKUs, only those
associated with dietary supplements containing botaniojalfs[ We do not have
direct estimates of the number of SKUs associated epecifioally with dietary
supplements containing botanicals. However a 1999 report by RTI on the
economic charaotens’uos of the dletary snpplement mdustry found that herbals
and botanicals made up 28 peroenr o{f eales in the\dletary supp]ement market
(Ref. 6). A statement submitted to us by the American Herbal Products
Association (AHPA) noted that the Nutrition Buéinesew]oiirno;l “has
consistently stated that herbal products represeni epproxirnately 25 peroent’ of
the sales of all supplements” (Ref. 7). In the follofwrng analysis, we use the
28 percent figure rather than the 25 percent figure because it is better
documented and because the 28 percent figure isv consistent wit}r the 'phrase ‘
“approximately 25 percent.” In the absence of other mformatlon we assume
that the share of SKUs associated with products oontalmng botamcals is
similar to the share of sales associated with such produots; that is, we asisulrre
that 28 percent of the total number of SKUs associated with dietary
supplements is associated with dietary supplements containing botenioerlé.
Therefore, we assume that approximately 8,300 SKUs (29,514 SKUs x 28

percent) are associated with dietary supplements containing botanicals.

In addition, the direct final rule would onlybiavffeot‘“aiefafrfﬁsﬁﬁﬁlerherrtsf o

containing the following botanicals: (1) Any of the 1 500 addltlonal botamcals
for which the 2000 edition of Herbs of Commerce estabhshes standardlzed
common names, if the labels of those products do not elreedy 1/1st those o

botanicals under those names, (2) any of the 140 botanicals ’chaft the 2000
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edition of Herbs of Commerce lists under a dlfferent standardlzed common
name than in the 1992 edition, and (3) any botamcal that the 2000 edltlon
of the Herbs of Commerce does not list and for Wthh using the nammg

conventions in the 2000 edition of the International Code of Botamca]

citation than using the naming conventions in the 1994 edition.

We do not know how many Latin binomial I}alineS the 2000 edition ‘of the
International Code of Botanical Nomenclature has 'Cﬁahged becaﬁse thet 7
reference contains naming conventions rather than a hst of names that we
could compare with another list of names. Firms'may need to Change the labels'
of products containing botanicals that were listed under the same standardized h
common names in both the 1992 and 2000 editions of Herbﬂs of Commerce,
if the firms voluntarily listed the Latin binernial'jrienieS‘ of those t;qtanieels and
the 2000 edition of the International Code of Botanical Nomenclature has |
changed those names. |

We do not have information on the number ef dietéry suppﬁlements this
direct final rule would likely affect. AHPA reportedly reviewed the labels of
several hundred dietary supplements containing betaifieé\lsrIaﬁ;dwfbu’n’;d that 85
percent fully conformed to the 2000 edition of Herbs of Commerce (Ref 7)
Additional samples might find higher or lower rates of Comphance In
addition, labels that are already in compliance with the 2000 edition of Herbs
of Commerce might not be in compliance with the 2000 edition ofthe
International Code of Botanical Noﬁtenc]ature. T?o‘ Ii)etter reﬂeet« the uncertainty
about the number of dietary supplernehts this \‘Eii‘r:ect final rule would be ;lilzely -
to affect, we assume it would affect between 10 and 20 percent of the 8, 300 v

SKUs associated w1th botamcal supplements or from 830 SKUs (8 300 SKUs
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x 10 percent) to 1,660 SKUs (8,300 SKUs x 20 percerit). This range corresponds
to an overall percentage of 3 (830 SKUs + 29,514 SKUS) to 6 percent (1,660

SKUs + 29,514 SKUs) of dietary supplement SKUs.

The labeling cost model we use does not base inventory disposal costs
specifically on SKUs, but on the types of labels fjrmé generally use for different
types of products and assumptions about the amount of inventory remaining
under different compliance periods for different types of products. We éssu;ne
that the direct final rule would generate between 3 and 6 perceht of the
inventory disposal costs the model estimates for 7c}f1a1:1gir}g all dietary
supplement SKUs.

The cost of changing product labels also Varlesw1th the amount of time
we give firms to change the labels. TThe effective date for this direct final rule
is January 1, 2006, which is the uniform effectivé dﬁa’gelfqrm qué :‘léﬂ:)“el‘inﬁg o
regulations published between January 1, 2003, and De(;eplfbg;; 31, ‘21\()'04i We :
have chosen the uniform effective date for imp}le::m:enti}ng the direct final rule
in part because it provides a compliance period of jat least 1 year following
the publication of this rule. Under this COIIlpHﬁI]f(:é period, the label cost model
estimates that the direct final rule would generate one-time relabeling costs
of between $2 million (830 SKUs x $2,400 per SI\”(U) and $7‘ million (1,660
SKUs x $4,200 per SKU). | |

In addition, the direct final rule may Vgenerat‘)e a one-time increase in
product search costs for some consumers. Affected: consumers would iﬂclude ,
those who currently identify desired botanical iﬁgléedients by: (1) :CO%hnflon or
usual names that are different from the 1,500 new standardized kcc‘)mmon names
listed in the 2000 edition of the Herbs of Comme:I'éZé, (2) one of the 140 X’
standardized common names changed by the ZD(f)Ojeditipp Of,,thg Herbs of

- -
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Commerce, or (3) one of the Latin binomial names changed by t}re 2000 edition |
of the International Code of Botanical No\meho]ortuire.‘ Thesoq consumers Would
need to learn the new names for desired ingredie)'nt%s.‘ We do not know the
number of affected consumers, but app‘roximat_e}:y‘;l’OO million adults (49
percent of adults times 202,493,000 adults ages 18 iahd‘older in the Uni’red
States in 1999) consumed dietary supplements containing botanicals in 1999
(Refs. 8 and 9). Probably only a small percentage of these consumers would
be interested in one or more of the botanicals whose només,woﬁld be affected
by this direct final rule. In the absence of other information, we assume that
the proportion of consumers using the botanical lngredlent names that the
direct final rule would change is the same as the proportion of labels bearmg
those names or 3 to 6 percent. These percentages correspond to 3 to 6 million

consumers.

We do not know the amount of time these consumers would need to
discover that they cannot locate a product contaihihg a desired botahicql
ingredient by the name under which they were aCcrlstomed to:ﬁrlding it,
investigate the cause, and discover the new namo. Themethods consumers
would use to resolve these issues are probably: (1) Askmg a'nséyleépérsoh;&(é)' '
reading information on current botanical names 1n books or the Internet or
(3) reading additional product labels or brochures some of whrch mlght .
voluntarily indicate the relevant name changes. The amount of time partlculér
consumers devote to finding ingredients that have different names will vary
with their interest in the ingredient and the humEer oqf‘ingréd\ien*ts involved.
Consumers interested in multiple affected ingrediiéhts would probably s?end
the greatest amount of time on the first change they encounter because they

could use some of the information they discover about that change to deal with
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additional changes. For example, they might l'e‘ar:n“ihaft/ ﬁamee have eh’a.hged
and develop a method for finding the new name. We assume that each éffeeted ‘
consumer might spend between 0 and 30 minutes to process the name ehanges.
The average value of 1 hour of leisure time should be similar to the average
value of 1 hour of working time, which was $15.§6 in January 2001 (Ref. 10).
Therefore, we estimate a maximum search cost ii;lc/ré\as“eef between $23 ‘;‘rn’ilw/lion
(3 million x 0.5 hours x $15.66 per hour) and $47 million (6 million x 0.5
hours x $15.66 per hour). This burden is a one-time cost, because future
consumers of these products would not need to switch from the old name to
the new name.

Combining the two types of costs, relabeliﬁg:ahd search cesfs, gi\'res" a fange
of total one-time costs of $25 to 4$5“4 million. - |

b. Benefits of option two. The direct final 'ru*lie would reduce product
search costs for consumers who currently shop for dietary supp\lylements1
containing desired botanical ingredients by usiné Latin binomial names“’ or the
nonstandardized names that might appear along with Latin Einomial names,
but who would be able to use one or more of the 1,500 additional standardized
common names in the 2000 edition of the Herbs ef iCqmmiepce. The d1rect final
rule would reduce these consumere’ search costsibec‘au“seWstéu'l‘d{a'rdized” |
common names tend to be shorter and more dlstmqtlvethanLatlnblnomlal
names, and the same ingredients would always ei:)I;eer under the same
standardized common name.

Other consumers who would benefit from the direct final riﬂé are those
who shop for dietary supplements eontammg botanlcal mgrechents by usmg }
the standardized common names hsted in the 1992 edltlon of Herbs of

Commerce, but who are currently unable to differentiate desired 1ngred1ents
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from undesired ingredients using those standérdized names. Some of these
consumers might be better able to differentiate these ingredients usmg the more
specific standardlzed Common names 1n the 2000 edition As noted prevmusly,

the 2000 edition reports that it has changed 140 names to improve specificity,

Additional consumers who would benefit are those who shop for dietary
supplements containing botanical ingredients using: (a) One or more of the
standardized common names that the 2000 edition of Herbs of Commerce has
changed to improve accuracy or (b) one or moreoftheLatmbmomlal \nénieisf h
that the 2000 edition of the International Code of Botanical VNeziiéncIature has
changed due to a better understanding about the :ta;><0nomic relationships
between plants. These consumers shop for dietary supplements using the
botanical ingredient names in the 2000 edition of Herbs of Commerce or stated‘
in accordance with the rules in the 2000 edition of the Iriterngtzonal Code of
Botanical Nomenclature but sometimes have difficulty finding those dietary
supplements because the product labeling may use a name from or ”stéte’ua in
accordance with previous editions of those texts.l The direct final rule would
reduce search costs for these consumers by reducing inconsistencies between
the botanical names in the 2000 editions of Herbs of Commerce and the
International Code of Botanical Nomenclature and the names used to refer to
those botanicals on dietary supplement labels. |

We do not know the number of consumers 1n each of these categories.
Therefore, we again assume that the total number of consumers in all affected
categories would be between 3 and 6 percent of the estimated 100 mﬂhon
consumers who used a dietary supplement containilig’a botanieal ingredient -

in 1999, or 3 to 6 million consumers.
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We also do not know the decrease in search costs that the eonsu/melf‘)s in
each of these categories would experience. However, we estimate the poesible
range of total search cost reductions using three studies on consumer’ behavior.
The first study recorded the amount of time people in drug stores spent :looking
at an item on the shelf before making a purchase (Ref 11) and found that
customers, on average, spent approxnnately 4 mmutes studymg a product
before purchasing it. According to data from RTI, adult Consoroeljs bought an
average of six units of dietary supplements containing a botanical ingredient
in 1999. Therefore, this study suggests that consﬁjm&ers of dietary supplements
containing botanicals spend an average of 24 Iﬁioofes per “yeé‘r (six unite per ‘
year x 4 minutes per unit) looking at these products on shelves before

purchasing them.

The second stody, Celled the Ameri\cans" Use oif Time Project, used fime
diaries to study how over 3,500 adults spent theiir time (Ref. 12). This study
found that adult Americans spent about 371 m@potes per week shopping for
personal consumption items in 1985, such as grocefries and other household
products. This study did not provide informatior on time spent searching
specifically for dietary supplements. To estimate this time, we assume that the
share of shopping time devoted to dietary supplements is propor’uonal to the
share of consumers’ budgets spent on dietary supplements Accordlng to an
industry source and FDA projections, consumersjspent about $4.8 bIHIOD on
dietary supplements containing botanical ingredfeﬁts‘in 1@@’9” (Ref. 13).
Consumers spent $6,250 billion on personal consumptlon 1n 1999 (Ref. 14)
We do not know the personal consumption expendltures of people who
specifically purchase dietary supplements contammg botamcals Therefore we

assume that the personal consumptlon expenditures of those consumers are
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49 percent of the personal consumption expenditutes of all consumers. We
base this assumption on the estimate that 49 percent of adult consumers used
such a supplement in 1999, and the assumption thettl‘lose Vcons\umers s,p/ent
about the same amount on personal consumption as did other consumers.
Under these assumptions, we estimate on the basis of this study that
consumers spend an average of 30 minutes per year [($4.8 billion + [$6 250
billion X 0.49]) x 371 minutes per week x 52 weeks per year]:shopping for
supplements containing botanicals. | o |

The third study used hidden observers to track and record shoppiné time
in grocery stores (Ref. 15). This study found that people spent an average of
about 21 minutes shopping in the grocery store per trip to the grocery store..
By combining the estimated time per trip with thfe foodé\\My%&;ﬂ;eung Instltute s
finding that consumers average about 2.2 grocery shoppinghtrips per week, we»
estimate shoppmg time for all grocery store purchases to be 46. 2 mmutes per
week (2.2 trips per week x 21 minutes per trlp) (Ref 16) Agaln we assume
that the proportion of shopping time devoted to dietary supplements equals
the proportion of grocery store expenditures on dietary supplements. In 1999,
consumers spent approximately $711 billion on groceljy store purchases (here
defined as food, alcoholic beverages, housekeeping supplies,(personal cere

products, and tobacco products and smokmg supphes) (Ref 17)

We again assume that 49 percent of this amount was spent by adults who
consumed dietary supplements containing botanicals. Based upon this study
and the stated assumptions, we estimate that consumers spend about 33
minutes per year [($4.8 billion + [$711 bllhon X 0 49]) x 46 minutes per week
x 52 weeks per year] shopping for dietary supplentents \con\tatn\mg botanical

ingredients.
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All of the estimates of search costs are )imﬁré‘cise. No\ne'qu:txﬁésﬁe étﬁdieé
looks at product search activity that does not involve shopping, such as looking
up material in books or on the Internet. The groc?er\y store and use of 'ti‘n.;“e
studies both addressed shopping time, which includes activities other than
reading product labels. Nevertheless, in the absehce_bf adaitional inforﬁqation,
we estimate that this direct final rule could reduicev onéfs shopping time by
a maximum of about 33 minutes (0.55 hours) per year. Applying this time
savings to the estimated 3 to 6 million affected c(;)n;vsumg:-rs and the average
value of time of $15.66 gives maximum search cost savings of between $26
million (0.55 hours per year x 3 million x $15.66 per hour) and $52 million
(0.55 hours per year x 6 million x $15.66 per houjr)i per year. The direct final
rule, however, would not eliminate all search Coéts associated with dietvéry
supplements containing botanical ingredients for consumers interested in the
affected products. To reflect this fact, we assumé that this direct final rule
would eliminate between 10 and 20 percent of those search costs, which would
result in a range of search cost savings of $3 to $10 million per year ($2.6
million x 10 percent to $52 million x 20 percent). 'lg"hese)beneﬁts would recur
annually because they would apply whenever a Cohsumer actively searched
for products containing the relevant ingredients, unlike the one-time increases
in search costs that some consumers might face because the direct final rule o
would change existing botanical ingredient names.

Based on the preceding discussion, we estimate this direct final rule would
generate net costs in the first year of between $1$ té $51 million, and net
benefits of $3 to $10 million every year after the first year. Under a d{iscqukn:t
rate of 7 percent, the present value of an infinite stream of benefits of $3

million per year is $43 million ($3 million + 7 percent), and the present value
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of an infinite stream of benefits of $10 million per yeaf is $143 million ($10 |
million + 7 percent). Therefore, over time, this option would generate ne;(
benefits of negative $8 million ($43 million - $51 nﬁhion) to $i28 mﬂixllioin
($143 million - $15 million). The stream of benefits that would exactly offset
the maximum estimated cost of $51 million to give zero net costs is $4 million
($4 million + 7 percent = $57 million) per year out of the potential range of

$3 to $10 million per year. Therefore, this direct final rule would probably

generate net benefits.

3. Option Three: Take an Alternative Action (as described under section V.A,
Regulatory Options, of this document)

As discussed under section I, Background, of this docnment, in addition
to standardized common names and Latin binomial names, the 2000 edition
of Herbs of Commerce includes up to four other categories of names (i.e.,
botanical synonyms, Ayurvedic nain‘es, pinyin niaxnee and qtne;jhcon}mqn \
names) for each plant listed, when applicable. Iny order to reduce the nuinber
of label and name changes that we would requlre under Option Two, we Could
allow firms using any of the 1,500 botanicals that were not listed in the 1992 | |
edition of Herbs of Commerce, but that are listed in the 2000 edition to
continue to label their products as they do now, as long as the name used
for a botanical ingredient meets one of the followmg requlrements [1) Is among
the names for the respective botamcal listed in the 2000 edition and comphes
with the Farm Bill requirement concerning the use. of the term glnseng and |
(2) is accompanied by the corresponding Latln blnomlal name stated to
conform to the naming conventions of the 2000 e«dltlon‘uof; the Internatmna]
Code of Botanical Nomenclature, including the auther Citation when needed

for a positive identification of the botanical.
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a. Costs of option three. This option would geﬁeféte the same labeli;hg costs
as Option Two, except that some firms manufacturing or labeling dietary
supplements containing one or more of the 1,500 botanical ingredients for
which the 2000 edition of Herbs of Commerce establishes new standardized
common names would not need to revise the labels of those products. The
product whose labels would not need to be rev1sed are, w1th some exceptmns
those that currently list botanical ingredients by any one of thelr correspondmg
names found in the 2000 edition of Herbs of Commerce. The exceptions whose
labels would nonetheless need to be revised, are :tbose with Iiames that eonﬂiet
with the Farm Bill restriction on the use of the term “ginseng,” or that do
not state the correct Latin binomial names must be stated in accordance with
the naming conventions of the 2000 edition of the iﬁterhdtibna] Code of
Botanical Nomenclature and include the author citations when needed fora -
positive identification of the botanicals. We do n;ot‘know jthe eumber of:such
products. Using the cost estimated for Option Two we estlmate that the label
change costs for Option Three would also be between $2 and $7 mllhon except
that the cost of this option must be the same or less than the costs of Option

Two.

Option Three would also generate the same short-term increases in -
product search costs as Option Two, except that some consumers who
currently use one of the other names listed in the 2000 edition of Herbs of
Commerce to identify botanical ingredients wouId be able to continue to use
those names to identify those ingredients. We do not know the number of such
consumers. Using the cost estimated for Option Two we estlmate that the
increase of search costs under Option Three would also be between $23 and |

$47 million, except that these costs must be the s same or less than the

— B, TR 5 oy



31
corresponding costs of Option Two, because the consumers affected by this -
cost under Option Three are a subset of the conshrﬁeié affected by this cost

under Option Two.

b. Benefits of option three. This option would generate the same reduction

currently shop for dietary supplements using nonstandardizéd names would
instead be able to use standardized common names to more éaéﬂy identify
those ingredients in other supplements. Again, we do not have sufficiently
detailed information to distinguish the size of this ;benefit from that of f(:)pti'o'n
Two, so we again estimate the benefits to be betweén $3 and $iO_miHim} per
year, except that they must be the same or less than the benefits of Option
Two because the soﬁrce of benefits‘q u@nderlOptior\i Thljee is a subset of thié'
“sources of benefits under Option Two. |

We cannot compare the net benefits of Optid;n'iThre/e‘ toxthzose of Qp't’ion
Two because the costs and benefits of Option Thi"eé are both léwér and we
do not know the relative size of the changes i in costs and beneflts If however,A o
the costs and benefits of Option Three were below those of Optlon Two by
the same proportion, then Option Three would probably have \lower net
benefits than Option Two. | o
VI. Regulatory Flexibility Analysis

FDA has examined the economic implications:of this éiiredt fiﬁal rule as
required by the Regulatory Flexibility Act (5 U.S.C. 601—-612) If arulehasa
significant economic impact on a substantial number of small entltles the '
Regulatory Flexibility Act requires us to analyze regulatory options that would

minimize the economic effect of the rule on small entities. We find that this
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direct final rule will have a significant economic impact on a substantial

number of small entities.

A. Regulatory Options

In the preceding preliminary regulatory imp:act analysis uﬁder section V.A,
Regulatory Options, of this document, we identiﬁe;d:the follqwilig major
regulatory alternatives or options: (1) Take no action, (2) take the direct final
rule action, and (3) take an alternative action. We féqUQst comments on these |

g

and any other plausible alternatives.
B. Impacts of Regulatory Options

1. Option One: Take No Action

The incorporation by reference citations under § 101 4(h) would remam ‘
unchanged. Under this option, the following requlrements and prowsos apply

* The label of a dietary supplément containing a bgta‘m@ iﬂr}gred‘ivein;f must ‘
use the “standardized common name” for that béténical ihgrédieﬁt listed in

the 1992 edltlon of Herbs of Commerce.

{

e For a botanical ingredient not listed in the 1992 edltlon of Herbs of
Commerce, the label could use any appropriately descriptive name as the
common or usual name, with the following exception. In accordance Wlth
section 10806 of the Farm Bill, the use of the term gmseng as a common N
or usual name (or part thereof) for any dietary supplement or dietary ingredient
is limited to those that are derived from a plant classified within the genus
“Panax.” . - |

* Any common or usual name other than the ‘“;stémd\ggdﬂizﬁebdﬁcgmmoﬁr}

name” for a botanical ingredient may be used Onltyfif the botaﬁical ingredient
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is not listed in Herbs of Commerce (1992}, and rnust be accompanled by the
Latin binomial name of the plant from which it is derlved

¢ The Latin binomial name must be stated in accordance w1th the -
internationally accepted rules on botanical nomenclature such as those found
in the International Code of Botanical Nomenclature (Tokyo Code) 1994.

e The Latin binomial name of a botanical 1ngredlent also must 1nolude
the designation of the author or authors who pubhshed the Latin name, when
a positive identification of the botanical cannot be made in 1tsabsence PR

Taking no additional action beyond the out‘rent tegﬁnlat‘ory regime that we
- described in the previous paragraphs would\have no effect on small\entities
relative to the status quo. ‘

2. Option Two: Take the Direct Final Rule Action ==

The direct final rule action is to update the 1ncorporat10n by reference
citations under § 101.4(h). Under this option, the followmg reqmrements and
provisos apply: | ‘

» The label of a dietary supplement containing a botanical ingredient must
use the “standardized common name” ,fog that botanic_al ingredient listed in y
the 2000 edition of Herbs of Commerce. |

e For a botanical ingredient not listed in the 20/00 edition of Herbs of
Commerce, the label could use any appropnately descnptwe name as the
common or usual name, with the following exceptlon As i in Optlon One in
accordance with section 10806 of the Farm Bill, the use of the term ° gmseng
as a common or usual name (or part thereof) for any dietary supplement or
dietary ingredient is limited to those that are denved from a plant olassn“led
within the genus “Panax.” /

e Any common or usual name other than the “standardized common

name” for a botanical ingredient may be used only if the lbotanioa{l‘ ingredient
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is not listed in Herbs of Commerce (2000), and must be accompanied by the
Latin binomial name of the plant from which it ig derlved

e The Latin binomial name must be stated in ﬂccordance W1th the e

internationally accepted rules on botanical nomenclature foundinthe

International Code of Botanical Nomenclature ( Safﬁt Louis Code) 2000.
e When needed to positively identify the botanical ingredient, the Latin

binomial name also must 1nclude the author C1tat10n (1 €., name(s) of the

person(s) who described and pubhshed the Latin binomial name in accordance;m

with the internationally accepted rules on botanical nomenclature found in ‘

the International Code of Botanical Nomenc]ature [Saint Louis Code) 20100).

The direct final rule would cause some small busmesses to change product

~~~~~~ AT, | bl el Ly

labels as described in the preceding regulatory Impact analysis. It Would not
affect any other class of small entities, RTI developed a a Dietary Supplement
Enhanced Establishment Database (DS-EED) under contract to us. RTI based ) l
the DS-EED on our official establishment mventory and supplemented 1t wrth A
information from trade organizations, trade shows, and electronic databases |
(Ref. 6). According to these data, approximately 350 to 1,260 estabhshrnentc .
might manufacture, repackage, or relabel supplements containing botanicals.
The Small Business Administration (SWBA)A',Ei?fi\ne? a Smanbusmessmthe -
dietary supplement industry as a business having 500 or fewer employees. RTI
traced the establishments to the parent company to determine how many
establishments belonged to small firms. Based on that study, between 60°and
90 percent of the 1,260 establishments belong to small firms, or between ‘N o
approximately 700 and 1,200 establishme_ngs,M,Hgygeyﬁeﬁr,_ theRTIstudydld not

provide information on the total number of firm

establishments.
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In a letter to FDA, AHPA claims that betieen 600 éndll,Aly(OO firms nroduce v
at least one dietary supplement product Containfng an herbal ingredient and
are also involved in labeling products (Ké/fj).”'l"}ie letter also states that the
editor of the Nutrition Business Journal told APHA that between 95 and 96
percent of dietary supplement companies have SAOO or \fewer‘enﬁ)l\oyees. This
information appears consistent with the 1nformat10n on estabhshments
provided by RTI. We do not know how many of these firfis would actua]ly
need to revise their labels. Therefore, we estimate that the dlrect final rule” )
would affect between 0 and 1,045 small firms. | | |

We assume that these firms would face 96 pereent of the maximum total
labeling costs for all firms we estimated in this document s precedmg section
V.B.2.a, Costs of Optlon Two, which were $2 to $7 mllhon Therefore we
estimate that this direct final rule would generate one-time costs for smell firms

of between $2 and $7 million, after rounding to the nearest millli‘on.

3. Option Three: Take an Alternative Action

This option is similar to the direct final rule 1aetion.’We would still np"('fla’t:e
the incorporation by reference citations under § 101 4(h)* but ﬁrms iqunld ha{{e
slightly more flexibility when labehng dletary supplements Contalnlng a
botanical ingredient. Under this option, the followmg requlrements and |
provisos apply:

* As in Option Two, if the “standardized common name’ for a botanlcal
ingredient has changed from the 1992 to the 2000 edltlon of Herbs of
Comimerce, firms must use the revised * standardxzed common name’’ hsted \(

in the 2000 edition of Herbs of Commerce.

SR, A e o

* If a botanical ingredient listed in the 2000 edition of Herbs of Commerce

was not previously listed in the 1992 edition of that reference, firms could

— et e B gy o oo
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elect to use any of the names (i.e., botanical synonym, Ayurvedic 'h‘éi‘n&e;upiﬁﬁn
name, or other common namej listed for that botJaﬁical in ths 2000 editiop
as the common or usual name, with the following exception. As in Options
One and Two, in accordance with section 10806"011’ the Farm Bill, the use of
the term “‘ginseng” as a common or usual name (or part thereof) for a dietary
supplement or dietary ingredient is limited to those that are derived‘fro"\’ih a

plant classified within the genus “Panax.”

L.L;.LAAuA

in either the 1992 or 2000 edition of Herbs of Comimerce, irms could use any
appropriately descriptive name as the common or usual name for that |
ingredient with the following exception. In accordance with section 10806 of
the Farm Bill, the use of the term “ginseng” as a common or usual name (or
part thereof) for a dietary supplement or dietary ingredient is limited to those
that are derived from a plant classified within the genus “Panax.”

* As in Option Two, any common or usual name other than the
“standardized common name” for a botanical 1ngredlent may be used only if
the botanical is not listed in Herbs of Commerce (ZQOO), and must be
accompanied by the Latin binomial name of the plant from which it is derived.

¢ As in Option Two, the Latin binomial name must be statewg:l in accordance
with the internationally accepted rules on bofanibe{] nomenclature found in
the International Code of Botanical Nomenclature [ Saint Louis \éode]: 2000.

* As in Option Two, when needed to positively identify the botanical
ingredient, the Latin binomial name also must inblliide’ the author citation (i.e.,
name(s) of the person(s) who described and published the Latin binomial name

in accordance with the internationally accepted rules on botanical

—— B s T B By e e
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nomenclature found in the International Code o);' éotant’cal N('V)AI‘I"IBVHAC]atl}:I‘e
(Saint Louis Code) 2000). |

We discussed this option under thts document’é preced‘ifn"g eectieﬁ VBBa
Costs of Option Three, and concluded that it would generate tovt/er relat)eling
costs for all firms than the direct final rule aet’ip)r;t, However, we were unable
to estimate the size of the cost reduction and again“ concluded that labeling
costs could be anywhere from $2 to $7 million, except that the costs of th\isq |
option must be the same or less than the costs of Option Two. These
conclusions also hold for small firms, which makeupthe vastﬂmajority ‘of the
affected firms. Although Option Three would reduce the impact of the direct
final rule on small firms, it would also redtice'the benéfits by an uﬁkﬁotxvn
amount. We have decided not to pursue this optlon because the potentlal cost
savings for small firms would be modest and we do not know the 1mpac:t on
benefits. - |
VII. Paperwork Reduction Act of 1995

FDA concludes that the labeling requirements in this document are not
subject to review by the Office of Management alild;Bufiget becaas;ethey: do
not constitute a ““collection of information” under the Paperwork Reduction
Act of 1995 (44 U.S.C. 3501-3520). Rather, tﬁesejditetary supplement labeling
requirements are a “public disclosure of information d’rfgi(hal(l‘xy suppl’iedy’by* ~
the Federal government to the recipient for the pﬁdes\e of disclosure to ;the
public” (5 CFR 1320.3(c)(2)). |
VIII. Unfunded Mandates Reform Act of 1995 \

Section 202(a) of the Unfunded Mandates Refdrm Act of 1995 (Publtc Law
104—4) requires that agencies prepare a written statement of antlclpated costs

and benefits before proposing any rule that may result in an expendlture by

- . i
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State, local, and tribal governments, in the aggregate, or by the private sector,
of $100 million in any one year (adjusted annualty for inflation).

The Unfunded Mandates Reform Act does ngtutjequire FDA to prepare a\
statement of costs and benefits for the direct final rﬁle ‘because the direct final
rule is not expected to result in any one-year expendlture that Would exceed ” ““
$100 million adjusted for inflation. The current inflation-adjusted statutory

threshold is $112 million.
IX. Federalism

FDA has analyzed this direct final rule in accordance with the pr1nc1ples
set forth in Executive Order 13132. FDA has determmed that the rule has a |
preemptive effect on State law. Section 4(a) of the Executive order requlres
agencies to: | o

* * * construe * * * aFederal Statute to preempt State law only where the

statute contains an express preemption provision, or :th;ere is some other clear
evidence that the Congress intended preemption of State law, or where the exerctse
of State authority conflicts with the exercise of Federal authority under the Federal
statute.

Section 403A of the act (21 U.S.C. 343-1) is an‘expjress I\Jreempvtiwon proxfision.
That section provides that “no State or political suEdivision of a State iﬁay -
directly or indirectly establish under any authorlty or contmue in effect asto
any food in interstate commerce” certain food labehng requlrements unless

an exemption is provided by the Secretary of Health and Human Set’v1ces (and,
by delegation, FDA). Relevant to this rule, one such requirenaeht that States“
and political subdivisions may not adopt is “any requlrement for the labehng
of food of the type required by section * * * 403(1)(2) that is not 1dent1cal -
to the requirement of such section,” (sectlon 403A(a)(2) of the act). Another

such requirement that States and political subdivisions may not adopt is “any

— -
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requirement for the labeh;ng of food of the type required by sectien
* % * 403(i)(1) that is not identical to the requ1remem OI sucn sectlon
(section 403A(a)(3) of the act). Pnor to the effectlve date of thlS dlrect fmal
rule, this provision operates to preempt States from 1mposmg requlrements
concerning the use of botanical names in dietary supplement Iabehng if the
requirements concerning the use of those names are not identical to those
contained in § 101.4(h) (incorporating by reference :H,erbs of Cemmerce (1_9(9"2)”
and the International Code of Botanical Nomeﬁelafure (Tokyo Code) 1994).
Specifically, the preemptive effect applies to requirements concerning the use
of botanical names in the common or usual name on the label of a dietary
supplement (section 403(i)(1) of the act) and to re:qlii’rements“for listing
individual botanical ingredients on the label of a diietary'snpplement (section
403(i)(2) of the act). Once this direct final rule be(f:oimes‘ effective, States will
be preempted from imposing any such requirements concerning the u’ee of
botanical names on dietary supplement labels that are not identical to those
required by the new rule, which amends the exis’éiﬁg §101.4(h) to inc(or’p/ora,te
by reference Herbs of Commerce (2000) and the International Code of Botanical
Nomenclature (Tokyo Code) 2000, and to incorpora;(e new Federe] legisliative |

restrictions on the use of the term “ginseng” in dietary supplement labeling.

Section 403A(a)(2) to (a)(3) of the act di"s'pl'éice‘s both State :Igg’jélatiar’e;‘ o
requirements and State common-law duties (Medtronic v. Lohr, 518 U.S. 470,
503 (1996) (Breyer, J., concurring in part and ConEufring in the juagmen{r)' id.
at 510 (O’Connor, J., joined by Rehnquist, C. J., Scaha J., and Thomas J.»
concurring in part and dissenting in part); C1pol]one V. LJggett Group, Inc., 505
U.S. 504, 521 (1992) (plurality opinion); id. at 548—-49 (Scalia, J., joined by

Thomas, J., concurring in part in the )udgment and dlssentlng in part)).

e e B iy o e
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Although this rule has preemptive effect in that it {/vOﬁld preclude States from
adopting statutes, issuing regulations, or adopting or en'fmjcivr}_g;aﬁny |
requirements, including State tort-law imposed r:eq!uirements,vthat are ynjét '
identical to the requirementé of this rule, this préerinp’t‘(i“\ié effect is con'siis‘ten't
with what Congress set forth in section 403A of the act.
Section 4(e) of the Executive order states that ‘“when an agency proposes

to act through adjudication or rulemaking to preempt Sta’te law, the agency

for appropriate participation in the proceedings.” Similarly, section 6(c) of the

Executive order states that:

* * * to the extent practicable and permitted by law, no agency shall |
promulgate any regulation that has federalism implicaﬁoné and that preempts state
law, unless the agency, pnor to the formal promulgatlon of the regulatlon
* * * consulted w1th State and local offlclals early in the process of developlng the

proposed regulation.

This requirement, that FDA provide the States with an opportunity for
appropriate participation in thi\rsArguhllemaking, has ibéex} met This rule updates
and makes minor changes to a rule that was first prbposed through full flotice—
and-comment rulemaking procedures in 1995 and finalized in 1997. During
the comment period prior to the issuance of the 1997 final rule, and after the
publication of the final rule, the agency received no comments,
correspondence, or other communications from any State or local government
concerning preemption of an existing legislative or common-law requirement.
In its consultation with states prior to the publicéti%bh of thlSdlI‘eCt fmalrule, |
FDA was not informed about any State i‘e’qlii'reiriéﬁ“t?s that Woﬁld’be in conflict

with the Federal requirements in this rule, and no States expressed concerns

——— g S .l/ L
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over the rule’s preemptive effect. Moreover, FDAEie providing an opportunity
for State and local officials to comment through this rulemaking, and ”irltien’ds

to withdraw the direct final rule if significant adverse comments are received.

In conclusion, the agency believes that it hasI complied with all ofthe =
applicable requirements under the Executlve order and has determlned that

the preemptive effects of this rule are con31stent w1th Executlve Order 13132

X. Comments

Interested persons may submit to the Division of Dockets Manageme\nt (see
ADDRESSES) written or electronic Comments regardlng thlS document This
comment period runs concurrently with that for the compamon proposed rule.
Submit a single copy of electronic comments or two paper copies of any mailed
comments, except that individuals may submit one paperv Cop};. Submit
electronic comments to http://www.fda.gov/dockets/ecomments. Comm’enyt,s( are
to be identified with the docket number found in brackets in the_h‘eadin\g of
this document. Received comments may be seen LiIr the D’i‘yi:‘si;orgof‘Doolgets
Management between 9 a.m. and 4 p.m., Monday througlr Frlday FDA will
consider any comments received on either this direct final rule or the
companion proposed rule to be comments receiy;ezd on both rules.

XI. Effective Date

FDA periodically establishes, by final rule{iﬁ;ﬂ:ieﬁ Federal Register, uniform

effective dates for compliance with food labeling regulations (see, e.g., the
Federal Register of December 31, 2002 (67 FR 795851), designating the effective
date of January 1, 2006, for food labeling regulatiorré ie‘sged)bet!vg‘reen )aﬁuary

1, 2003, and December 31, 2004). FDA intends toi«rr;;ake, this direct final rule
effective on January 1, 2006, the uniform effective dajte“flor_oompliance with
food labeling regulations published between ]enuary 1, :2003? JandDecerinbAer

- -
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31, 2004. FDA will publish a document in the F eﬂera} Register to c,onfifm
the effective date of this direct final rule, if FDA receives no significant adverse
comments on it or its companion p:oposed rule. | - |
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List of Subjects in 21 CFR Part 101

Food labeling, Incorporation by reference, Nutrition, Reporting and
recordkeeping requirements.

m Therefore, under the Federal Food, Drug, and Cdsfﬁétic Act and ﬁnder

authority delegated to the Commissioner of Food and Drugs, 21 CFR part 101

is amended as follows:

PART 101—FOOD LABELING
m 1. The authority citation for 21 CFR part 101 continues to read as follows:

Authority: 15 U.S.C 1453, 1454, 1455; 21 U.S.C. 321, 331, 342, 343, 348, 371;
42 U.S.C. 243, 264, 271.

m 2. Section 101.4 is amended by revising paragrapl{ (h) to read as féllo'w/s:v:
§101.4  Food; designation of ingredients. | “ o

* * * * *

(h) The common or usual name of a b‘otan\iclall’ihg:r‘éd‘i*énfm[iﬁclhding‘fﬁh‘gi‘" o

and algae) listed on the label of a dietary supplement must be consistent i/vi‘(h

the “standardized common name” listed in Herbs of Commerce, 2nd Edition

(2000) for the plant from which the ingredient is %dé,rived. The use of the term

-
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“ginseng’ as a common or usual name (or part tnefecf) for an"jfdvietary '
supplement or dietary ingredient is limited to th\g‘)’seihiat afe',dei"ii\}ed from a
plant classified within the genus “Panax.” Herbs of Commerce, 2nd Edition
(2000) is incorporated by reference in accordance w1th 5 USC 552(a) and 1
CFR part 51. Copies of this book may be obtained ﬁem the Ar,nerican, Herbal
Products Association, 8484 Georgia Ave., suite 3?0, Silver Spring, MD 20“910,
301-588-1171, FAX: 301-588-1174, e-mail: ahpa@ahpa org’ Ccpies also may
be examined at the Center for Food Safety and Apphed Nutrltlon S L1brary,
5100 Paint Branch Pkwy., College Park, MD, or at the Office of the Federal
Register, 800 North Capitol St. NW., suite 700, Waehlngton, DC.

(1) The listing of the common or usual name on the label must be followed
by statements of: |

(i) The part of the plant (e.g., root, leaves) frdrn which the dietary |
ingredient is derived (e.g., “Garlic bulb” or “Garlic (bulb)”), 97(639? that this
designation is not recluired for algae. The n/am,e ofthe part Of,fl}QPl@,t must
be expressed in English (e.g., “flower” rather than f‘ﬂqs”); and

(ii) The Latin binomial name (i.e., genus and spec'“ie”S) of the plant fr’om
which the botanical 1ngredlent is demved stated in parentheses when no
“standardized common name” for the plant is hsted in Herbs of C'ommercek o
2nd Edition (2000). In such cases, this Latin bmomlal name may be hsted
before the part of the plant and must be stated in accordance w1th the
internationally accepted rules on botanical nomencl‘atu;ewfg};nd w1;1j;he
International Code of Botanical Nomenclature ( Sajnt Louis Code) 2000. When
needed to positively identify the botanical ingredient, the Latin binomial name
also must include the authex citation (i.e., name(;s); Qf ‘thbe Vp\ersoni(s) who

described and published the Latin binomial name in accordance with the
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internationally accepted rules on botanical nomenclature found in the =
International Code of Botanical Nomenclature (Samt Louis Code) 2000) The .
International Code of Botanical Nomenclature (Samt Louis Code) 2000 a
pubhcathn of the International Association for Plant Taxonomy, is
incorporated by reference in accordance with 5 USC 552(a) and 1 CFR part
51. Copies of this book may be obtained from Koelt‘z Scientific Books, D~61453
Carbondale, IL 629014422, 618—536——3321, FAX: 618——453—-5207, e—mall.
siu@bkstr.com; and from Lubrecht & Cramer, 18East MIYIa\}in St, Port ]eryis, NY
12771, 800-920-9334, FAX: 800-920-9334, e—fnail: ,
books@lubrechtcramer.com. Copies also may be exemined at the Center for
Food Safety and Applied Nutrition’s Library, 5100 EPaint Branch Pkwy., College
Park, MD, or at the Office of the Federal ,Register,; 800 prth Capitpl StNW, .
suite 700, Washington, DC. I o

(2) On labels of single-ingredient dietary éup’]bleménts that do not in;élud:e
an 1ngredlent list, the 1dent1f1c:at10n of the Latln bmomlal name, when needed

and the part of the plant may be prommently placed on the prmcxpal dlsplay ,

panel or information panel, or included in the Illltl‘lthIl label
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Dated: ,/4(,/ 71"'//727 /(// 10

7 7
August 14, 2003.

William K. Hubbard,

Associate Commissioner for Policy and Planning.
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